Human Subject Research Project Start-Up Guide

Dear Colleague:

This Start-Up Guide is intended to guide you through the process of designing and conducting a
research project, and going through the necessary steps to gain the necessary approvals.

Getting Started

Once you have generated an idea and feel further investigation is warranted, perform a
literature search to obtain more in-depth information and to make sure there are not conclusive
findings already in the literature. Loyola librarians are very helpful in conducting literature
searches and can be reached at http://library.luhs.org.

If you wish to continue the project after a preliminary literature search, you will need to find a
suitable faculty mentor in that area of expertise. Once you have found a mentor and discussed
your plan with them, a more targeted literature investigation is usually necessary. You must also
determine who will serve in the important role of Principal Investigator (P1). Only Loyola
faculty members are allowed to serve officially as the Principal Investigator.

Investigator Certification Test

Before the Institutional Review Board (IRB) can consider your project, you (and anyone
associated with the project, including all co-investigators, nurses, research coordinators, fellows,
residents and medical students) must pass the Investigator Certification Test. Completion of
this test assures the IRB that you have basic knowledge regarding the conduct of human
research.

To learn the material necessary to pass this test, go to the Health Sciences Library and check out
the book: Protecting Study Volunteers in Research: A Manual for Investigative Sites, 2" Edition,
by Dr. Cynthia Dunn and Dr. Gary Chadwick.

Log into the Loyola Information Portal (http://portal.luhs.org/template/dean/index.cfm) and
select “Investigator Certification Test.” A score of 85% is a passing requirement. Each
individual will be given 3 attempts to pass the test. Upon successful completion of the test, an e-
mail certificate will be generated for your records. Please keep this certificate in your files.

Drafting the Proposal

Formulate and modify a research proposal based on your literature search and discussion with
your mentor. The proposal typically contains a Research Protocol and, depending on the
protocol, may also include an Informed Consent Document (ICD) and a budget.

Protocol: Several web sites provide sample protocols for clinical research available at no
charge, such as:



http://www.nia.nih.qgov/NR/rdonlyres/57864169-734F-4B05-9DCO0-
A7TB2E38C5A55/0/ProtocolTemplate 11 12 2007 Final.doc

For submission to the Loyola IRB, every protocol must include the following:
e an abstract (which is used by IRB members as a quick and easy summary of your
proposal),
e an introduction that includes the hypothesis(es) and specific aim(s) of the study with
description of the rationale for undertaking the study,
e the experimental design,
o the performance sites should be listed in the resources and environment section to
indicate where the study will occur (list all clinical sites and/or laboratories), and
o the institutions and research personnel that plan to evaluate subjects or data
should be included in this section of the proposal,
e an overview description of the consent process (if human consent if required),
e an evaluation of benefits and risk/discomforts, adequacy of protection against risks,
inclusion and exclusion criteria, resources and environment, duration of recruitment,
e schedule of events,
e plans for dissemination (publication) and other goals (i.e., submission of grant
applications in the future)
e alist of supporting references.

Informed Consent Document

For protocols that require an Informed Consent Document (ICD), the protocol should provide
details about the consent process. The IRB will need assurance that your research team will be
able to adequately describe the project to the potential research participants in clear language.
Participants must have an opportunity to ask questions and decline participation, or withdraw
from the study at any time.

A template to be used when developing your consent document is available in both pdf and as a
Word document on the Loyola IRB website.
http://www.meddean.luc.edu/res_serv/ors/consent%20template%2010-30-2006.pdf
http://www.meddean.luc.edu/res_serv/ors/consent%20template%2010-30-2006.doc

The ICD should provide information in layperson’s language. The ICD should contain a
balanced evaluation of benefits and risks/discomforts that participants may experience during the
proposed research. Any type of evaluation, questionnaire, procedure or physical risk needs to be
addressed. The adequacy of protection against risks should also include the potential risk of lost
confidentiality despite efforts to keep research records confidential to the fullest extent. To
minimize this risk, every subject should be assigned a subject ID which would accompany any
research sample or record. The subject ID should be constructed in such a way that it cannot be
deciphered. A master list of the ID numbers should be kept in a secure (locked) cabinet with
access restricted to a person who is not directly involved with the study.

Once your proposal is finished, ask your mentor to review and clear it for submission to the IRB
for approval. It is a violation of Federal Regulations and Loyola’s own policies for any human



research investigation to be conducted without initial and on-going approval by the IRB. Initially
approved projects must undergo a periodic re-review of the project.

Preparing for Submission

Prior to submission to the IRB, you will initiate a “routing form” which is essentially a cover
letter letting the Office of Research Services know your planned research activities. By initiating
a routing form, you will be issued an LU (Loyola University) number, which will be used for all
future correspondence about this protocol with the IRB.

Creating a Routing Form

Log in to the Loyola Information Portal (Loyola.wired). Select Research Channel and, when the
new window appears, select “New Routing Form,” in the left hand menu. Below is what you
will see. Notice the tabs at the top of the window. You can work with any tab as you get the
appropriate information to complete the tasks within that tab.
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Enter the Principal Investigator’s name (last name first); then select all the Research Activities
related that apply to the proposed study. If you are unsure, ask your mentor or call the IRB
(x64608).

Select a funding mechanism. Depending on what type of funding mechanism is chosen, different
windows, such as Research and Funding Types, may appear. Save all work before moving to the
next screen.

Click over to the General Information Sub-Tab and fill in the required fields denoted by a red
asterisk. The LU# will automatically appear. A Primary Contact Person must be entered. Enter
the Short Project Title and the Full Project Title. The Primary funding source will appear on this
screen if the project is being funded. The funding source due date is the submission date, if
applicable.
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The Keywords sub-tab must also be filled out. Be sure to save every screen before moving on.
The abstract must next be uploaded to the Abstract Sub-tab.

The next Tab is for Personnel Entry. Each faculty/staff member listed on the research study
must be added under the personnel tab. The percent effort of each person must be entered.
Every person listed in the Personnel Tab will be sent a Conflict of Interest form once the Routing
Form is submitted.

For the Core Facilities tab, select any of the facilities the project will require.

The Required Approvals tab is next. This is where the IRB application should be submitted.
The Principal Investigator must submit the Routing Form. The Chairman of the Department of
the Principal Investigator has an opportunity to disapprove the Routing Form, although this
rarely occurs.

IRB Submission:

The IRB has a blank worksheet available with all the information necessary for submission. The

worksheet is only available once an LU# has been assigned (as described above). Once you have
an LU#, click on the tab required approvals.
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IRB Application

By filling out the worksheet mentioned earlier, this step will be much easier. Every tab must be
addressed. All applicable information must be entered into the appropriate tab. The
Review/Submit tab is where the Protocol and Informed Consent Document must be uploaded.
Any documents used for study purposes must be uploaded to this section, whether it is a
telephone questionnaire, screening document, or a self rating measure.
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The Marketing tab is important for subject recruitment. Anything posted or submitted for print
must be approved by the IRB. There is a Marketing Request Document on the application. It
should be downloaded, completed and uploaded.
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Once every tab has had the appropriate information added, it can be found under the
Review/Submit tab where the documents were uploaded. Everything should undergo one last
review before scrolling to the bottom of the Review/Submit tab and clicking “Submit.” If you do
not select “Submit”, the application will not reach the IRB for review.
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The IRB holds a full board review once a month. The schedule can be found on the Research
Portal at http://www.meddean.luc.edu/res serv/ors/internal/irbdates ors.htm.

All attachments and documentation needs to be submitted by the deadline. The IRB meets
approximately two weeks after the submission deadline. After reviewing your submission at
their meeting, they can give Full Approval, Conditional Approval, Tabled, Disapproval, or No
Action.

Full approval: For approved protocols, it is very important to remember that no changes in or
deviations from an approved protocol can be made without prior approval of the IRB.

Conditional approval: If conditional approval is given, usually more information is required or
small changes in the documents are to be made. The documents are to be re-uploaded to the IRB
application in a reply. In the reply, describe line-by-line how the changes differ in the new
document. The response to the conditional approval will be reviewed and if the conditions of
approval are met, an approval will be issued. If these are minor administrative matters, the
approval may occur prior to the next full board meeting. However, substantive issues are likely
to require renewed full board review.

Tabled: If a project receives a tabled action more information is required. The required
documents and information are to be re-uploaded to the IRB application in a reply. In the reply,
describe line-by-line how the changes differ in the new document. Respond to any issues raised



in the IRB review. A project which was tabled has substantive issues and your responses and the
changes made must be reviewed by the full board at a regularly convened IRB meeting.

Disapproval: A flawed experimental design that cannot be corrected will lead to disapproval.
In the event of disapproval by the IRB, the project application is terminated. Issues identified in
the disapproval letter should be used to revise the research protocol. The project will then need
to be resubmitted as a new application.

No Action: If a submission is incomplete or the information provided in not adequate for the
IRB to conduct a review the project may receive a notice of No Action. If this occurs, the
project will need to be resubmitted as a new application.

Once IRB full approval is granted, the research can begin. Remember: No human research
can be conducted without full and current IRB approval! This requires that you maintain the
study’s approval status by completing your annual renewals. If you do not comply with the
mandatory annual review and do not secure IRB renewal to continue with your study, the project
will have to be suspended. If this happens, you must immediately stop all data collection. A
suspension is usually temporary until the IRB requirements have been satisfactorily met and
renewed authorization to continue your study has been issued. On certain rare occasions, a study
may be terminated by the IRB for cause (such as serious or repeated protocol violations, safety
concerns, or ethical reasons).

Protocol Amendments and Adverse Events

If you must make a change in an existing and approved Protocol or Informed Consent Document,
you may not implement the change(s) without IRB approval. The change(s) should be made on
the most recently approved Protocol version. The “Track Changes” option in Microsoft Word
should be turned on so that everything that is a deleted or added is highlighted. The version date
in the bottom left hand corner must be changed.
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The amendment is submitted by logging into the Loyola Information Portal. Click on the
Research Channel, select the correct LU#, and go into the IRB Application. Click on the
Amendment Tab and upload all the appropriate documents. You must wait until the IRB makes
a decision about the new amendment before any action may take place. If the amendment is
approved, the new changes in the protocol may begin. If there is a conditional approval, a reply
must be made addressing the response made by the IRB. The IRB may also issue Disapproval or
No Action to the amendment, in which case the changes may not be made to the Protocol or
Consent form and a new amendment must be submitted that addresses the concerns raised by the
IRB. When submitting an amendment or reply to a submitted amendment, the line-by-line
changes that are made should be noted in the Amendment Description or Reply.

Adverse Events

The IRB must be notified PROMPTLY of all serious and any unanticipated adverse events
associated with the project (or the device or the drug). Any event in the course of your research
that is unexpected, or a deviation from a protocol, must also be submitted to the IRB as a New
Adverse Event with any associated documents uploaded.

Annual Reviews

The IRB conducts a periodic re-review of every active research protocol. The typical re-review
period occurs annually. The Principal Investigator and the Primary Contact for the project will
receive notification through e-mail before the review is scheduled. On the IRB application form,
there is a Project Census and questions associated with the research activities throughout the
year. This must be completed before the scheduled review. The required documentation needed



is in the e-mail. The current version of the Protocol and Informed Consent Document must be
uploaded. Projects that have not been re-reviewed will be suspended until the re-review of the
project is conducted.

Subject Recruitment

In all likelihood you will need to recruit subjects for your study (patients or healthy control
subjects, or both). The IRB must receive and approve your proposed subject recruitment plan
including fliers you may wish to post or advertisements you may wish to place with the news
media. Once approved by the IRB, any postings or distributions on or off campus must be
routed through Loyola’s Clinical Research Marketing System.

If you require help with any of the above procedural steps, you may contact:
Kimberly Bergen kbergen@Ilumc.edu X62305

Or any of the IRB staff: The IRB Secretary at ext. 64608.
Elaine Fluder at EFluder@lumc.edu X66198

With all best wishes for successful research!

The Office of Research Services

10



